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200.0 IntFoduction:
'200.1 Uses(s)

See attached latest accepted’ label dated - 09=30~93 and
proposed label dated 11-29-93. o

200.2 Background Informa.t:.on:' '

The submission received 11-29-93, is an amendment to add
additional directions for use as a third sink sanitizer
and as a hatchery egg sanitizer with revised 'label.
Also, amendment to add addltlonalz claim as a 'sterilant

"for aseptic packaglng equlpment with efficacy data and
‘revised label. : , ,

201.0 Data Summag
201.2 Brn.ef Descr:.pt;on of Test:

woxonia Active Sterilant Efficacy at 20°C" by Leanne J.
Adkins, Ecolab Inc., 840 Sibley Memorial Highway, Mendota
Helghts MN 55118, dated 04-26-93 (MRID No. 430265-01) .

"oxonia Active Sterilant Efficacy at 50°C" by Leanne J.
Adkins, Ecolab Inc., 840 Sibley Memorigal Highway, Mendota
?Ifslghxs, MN 55118, dated 04-26-93 (MRID No. 430265-02) .

| ﬂt)xoma Actlve sterllant Efficacy at 80°C" by Leanne J .
Adkins, Ecolab Inc., 840 Sibley Memorial Highway, Mendota
Helghtb, _MN 55118, dated 06-07-93 (MRID No. 430265-03) .

"The Evaluation of the Sporicidal Efficacy of Ecolab’s
Compound against Clostridium sporogenes and Bacillus
subtilis at 20°C for six hours™ by Mary K. Bennett,

ViroMed Laboratorles, Inc., 5500 Feltl Road, Mlnneapolls, ‘
_MN 58343, dated- 03—05—93 (MRID No. 430265—04)

»Tha Evaluation of the Sporlcldal Efficacy of Ecolab'
cowpound against Clostridium sporogenes and Bacillus
subtilis at 50°C for 15 minutes" by Mary K. Bennett,
<ViroMed Laboratories,. Inc., 5500 Feltl Road, M:Lnneapol:x.s,
- ,2@7 53343 dated 03-17-93 (M.'RID No. 430265-05)

“Tne Evaluatlon of the Spor1c1da1 Efflcacy of Ecolab’
Compound  against Clostridium sporogenes and Bacillus
subtilis at 50°C for 15 minutes" by Mary K. Bennett,

~ ¥iroMed Laboratories, Inc., 5500 Feltl Road, Mlnneapolls,

' ytN ;5‘343, dated 03-17-93 (MRID No. 430265-06)

o ”'Z.he Evaluation of the SporJ.Cldal Efflcacy of Ecolab’
Ccmpcund against .Clostridium sporogenes . and Bacillus
suptilis at 50%C for 20 minutes".by Mary K. Bennett,.
YiroMed Laboratorles, Inc., 5500 Feltl Road, M:.nneapolls,
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201.2

MN 55343, dated 07-28-93 (MRID No. 430265-07).

‘"The Evaluation of the Sporicidal Efficacy of Ecolab’s
Compound against Clostridium sporogenes and Bacillus
subtilis at 80°C for 2.5 minutes" by Mary K. Bennett,
ViroMed Laboratories, Inc., 5500 Feltl Road, Minneapolis,
MN 55343, dated 03-05-93 (MRID No. 430265-08).

"The Evaluation of the S'poricidal Efficacy of Ecolab’s
Compound against Clostridium sporogenes and Bacillus
subtilis at 80°C for 5 minutes" by Mary K. Bennett,

ViroMed Laboratories, Inc., 5500 Feltl Road, Minneapolis,

MN 55343, dated 04-01-93, (MRID No. 430265-09).
Conclusions: o

See 202.0
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202.0 Recommendatlonsr'
202.2 Efflcacy Supported by the Data:

A.. The submitted ©basic and confirmatory AOAC

. Sporicidal Test data (MRID Nos. 430265-01 "and

. 430265-04) are acceptable to support effectiveness

- ; of the product as a sterilant against Bacillus
subtilis and Clostridium sporogenes when tested at

6.4 ounces/gallon (5% solutlon) for a contact tlme
of 6 hours at 20°C. .

B. Also, the submltted.basic and confirmatory AOAC
' Sporicidal Test data (MRID Nos. 430265-02, 430265-
05 and 430265-6) are acceptable to . support
‘effectiveness of the product as a sterilant against
Bacillus subtilis and Clostridium sporodgenes when
tested at 6.4 ounces/gallon (5% solution) for a
contact time of 15 minutes at 50°cC. ' '

The submltted ‘additional- conflrmatory AQOAC
Sporicidal Test data (MRID No. 430265-07) are also
acceptable to support effectiveness of the product
as a sterilant against Bacillus subtilis and
Clostridium sporogenes when  tested at 6.4

ounces/gallon (5% solutlon) for a contact tlme of
20 minutes at 50°C. . : S )
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- Also, the submitted basic and confirmatory BAOAC

- 8poricidal Test data (MRID "Nos. 430265-03 and
430265-08) are acceptable to support effectiveness
of the product as a sterilant against Bacillus
~subtilis and Clostridium sporodenes when tested at
5.4 ounces/gallon (5% solutlon) for a contact time
of 2.5 mlnutes at 80 c. :

, The submitted addltlonal ‘confirmatory AOAC
Spor1c1da1 Test data (MRID No. 430265-09) are also
acceptable to support effectiveness: of the product
as a. sterilant. agalnst Bacillus subtilis and
Clostridium - sporogenes when - tested at 6.4
‘dunces/gallon (5% solutlon) for a contact tlme of
5 mznutes at 80'c. ,
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203.0 - Labeling:

Tnclude a disclaimer statement, "Not to be used on

.2ritical or’ semicritical’ items as_a steri la f or as a _
nlgh lavel dlSlnfectant" Sez auudf ‘nu£

) other adverse commehts. sz eo~»J£>
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"This product is not to be used (as a terminal -
sterilant/high level disinfectant) on any. surface or

instrument that (1) is introduced dlrectly into the

human body, either into or in contact with the
bloodstream or normally sterile areas of the body, or
(2) contacts intact mucous membranes but which does not
ordinarily penetrate the blood barrier or otherw1se
enter normally sterlle areas of the body "
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204.0 For Your Information:

Please be advised that Env:Lronmental Protection
Agency will retest your prcduct to confirm your efficacy
claim as a sterilant prior teo allow:.ng this new
sterlllzatlon claim on the label.
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